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SAFETY AND EFFECTIVENESS SUMMARY

Designation /

Feature

Submitted device

PLANCON INSTRUMENTS

Predicated device ©

Predicated device @

Intended use

To perform micro'amellar
keratoo asty for the correcton of
myoria or hyperopiz

To perform micro iamellar
keratop asly for the comrect on of
mvopia or hyperopia

the correctior of myopia or hyperopia

Tc perforr micro lamefiar keratoplasty for

System composition

Powrer urit

Turbine rmotor

Adjustable keratome head
Keratome alade
Pneumatic fixation rings
Applanation lenses

Power urit

Turdine motor

Adjustable keratome head
Keratome blade

Pneumat c fixation rings
Applanat on lenses

Power unit

Turbinz moto-

Acjustable keratome head
Keratome blade
Prieumatic fixation rings
Applanation lenses

Power unit

Plate ckeck ng gauge Plate checking gaLge Plate checking gauge
Vacuur pumo Vacuum pum3a Vacuum pump
Batlery Battery Battery

Vacuur release valve

Krob to rejulate gas p-essu‘e

Gas & vacuum pressure gauges
Vacuur & turbine quick connectors

Vacuum release valve

Knob to regulate gas p-essure

Gas & vacaum pressure cauges
Vacuum & turbine quick connectars
Battery charger un t

Vaocuum release valve

Kriob to regulate gas pressure

Gas & vacuum prassura gauges
Vacuum & turbine quick connectors
Batlery charger uiit

Battery charger un.t
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SAFETY AND EFFECTIVENESS SUMMARY

PLANCON INSTRUMENTS

PREDICATED DEVICE 1

PREDICATED DEVICE 2

Turbine motor

Gas pcwered

Adjustatle speed J to 20 0CO RPM
‘recommended 14 000 RPM)
Material : stainless steel, t tanium,
and aluminium.

No gear system

Gas powered
Adjus:akle speed
Material : stainless steel
No cear system

Gas powered

Adjustable speed from 10 to 24 0CO RPM
Pre-set speed 14 000 RPM

Material ; stainless steel and brass

No gear systam

Ke-atome

Material ; stainless steel
Adjustzble

Safety ; maximum cut depth, and
checking gauge

Material ; stainless steel

Adjustable

Permanent adjustable head with

adjustment knoo

Safety :

- maximum cut depth and checking
auge

Material : stainless stezl
Adjustable
Safety :

- maximum cui depth and chezking gauge

Prneumatic ‘ixaticn
 rings

Malerial : stainless sieel
Double develails

Material : s:ainless steel
Double devetails

Material : sfainless steel
Dauble cove:ails

Applanation lenses

Material : clear plastiz + stainless
handle
Engravzd inner reticle diameler

Material : c ear plastic + stainless
handle
Engraved inner reticle ciameler

Mater al : clea- plasiic + stainless handi2
Engraved inner reticle diameter




